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Box No, I Basis of the report 

1. With regard to the language, this report is based on the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 

2. With regard to the elements* of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 

1-12 as originally filed 

Claims, Numbers 

1-6 as originally filed 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/Tigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may he marked "superseded. " 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability . 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
El claims Nos. 3 

because: 

ISI the said international application, or the said claims Nos. 3 with regard to IA (see sepa ira te sheet, .Item 1 a) 
relate to the following subject matter which does not require an international preliminary examination 
(specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. 

□ the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

n the tables related to the nucleotide and/br amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex Obis of the Administrative Instructions. 

□ See separate sheet for further details 
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Box No V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting , such statement . 

1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Yes: 


Claims 


No: 


Claims 


Yes: 


Claims 


No: 


Claims 


Yes: 


Claims 


No: 


Claims 



1-6 (see separate sheet, item 2). 



1-2, 4-6 (see separate sheet, item 1c); 3 (see separate 
sheet, items 1a and 1b) 



2. Citations and explanations (Rule 70.7): 
see separate sheet 



Box No. VI Certain documents cited 



1. Certain published documents (Rule 70.10) 
and /or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 
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INTERNATIONAL PRELIMINARY International application No. 
jSSESSEST™ PCT/EP2004/003510 

1 ) a) Claim 3 relates to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated 
with respect to the industrial applicability of the subject-matter of this claim (Article 
34(4)(a)(l) PCT). 

b) For the assessment of the present claim 3 on the question whether it is 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, 
for example, does not recognize as industrially applicable the subject-matter of 
claims to the use of a compound in medical treatment, but may allow, however, 
claims to a known compound for first use in medical treatment and the use of such 
a compound for the manufacture of a medicament for a new medical treatment. 

c) . The subject-matter of claims 1-2 and 4-6 fulfils the requirements of industrial 
applicability. 

2) D1 (=WO 02/098376) discloses compositions comprising immunosuppressant 
macrolide compound, inter alia pimecrolimus, in combination with antibacterials 
and retinoids for the treatment of acne (see the passages cited in the ISR). 
Hence, the subject-matter of claims 1 and 3-6 is not novel. 

D2 (=US 2003/021816) discloses compositions comprising immunosuppressant 
macrolide compound, inter alia pimecrolimus, in combination with antibacterials 
and retinoids for the treatment of acne (see the passages cited in the ISR). 
Hence, the subject-matter of claims 1 and 3-6 is not novel. 

D3 (=WO 02/089796) discloses combinations of pimecrolimus with sulfasalazine 
or ciprofloxacin for the treatment of IBD (see the passages cited in the ISR). 
Hence ,the subject-matter of clams 1-6 is not novel. 

-6) Should the application enter the European Phase the-subject-matter of D4 (=WO 
03/092702; Publ. date: 1 3.1 1 .2003; Priority date: 02.05.2002; Filing date: 
02.05.2003) would be prejudicial to the novelty of the subject-matter of the present 
application. 
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